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REMARKS 

The specification has been amended in order to update the cross-reference to 
■ v foJ ^ ! - r n i j mation. 

Claims 2-4, 6, 8-10, 1 2-1 5 and 18 are amended for m e | v; edent 
basis; claim 4 is amended to add hyphenation as suggested by the Examiner: claims 7 
and 11 are amended to improve syntax as suggested by the Examiner; claim 14 is 
amended to improve grammar as suggested by the Examiner; claims 3, 4, 9 and 13 are 
amended to excise language alleged to be unclear; claims 7 and 17 are amended to 
feature correcting IL-4 deficiency; claims 7, 11 and 17 are amended to feature 
acknowledged enabled subject matter; and claims 20 and 21 are added. Claims 2-4, 6- 
10, 12-15 and 17-2.1 are pending. Support for the amended claims and new claims 20 
and 21 can be found in the previous claims and in the specification, for example at the 
paragraph bridging pages 3 and 4, page 4; second and third paragraphs; and at pageS, 
fourth paragraph. No issue of new matter arises. 

Specification 

The Specification is amended to reference the patent number of the parent 
application. 

Claim Objections 

3-3- Claims 4, 7, 1 1 and 14 are amended in accordance with the Examiner's 
suggestions. Reconsideration and withdrawal of the corresponding objections are 
res; «cttully requested. 

4. Claims 2-4 were objected to as allegedly being substantial duplicates of 
clai m \ 7. Applicants respectfully traverse this objection. 

Claim 2 mrther limits claim 17 by featuring a limitation relating to Th2 cells. 

Claim 3 further limits claim 17 by featuring a limitation relating to T cells with 
sub- type HSA~, CD4'CD8*or CD4+CD8 , CD44 + , TCR-ajT, Vj38\ NKl.lt 
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Claim 4 further limits claim 17 by featuring a limitation relating to listed 
autoimmune diseases. 

Thus each of claims 2-4 cannot properly be said to be a substantial duplicate of 
clasni 17 from which each depends. Reconsideration and withdrawal of this objection 
are respectfully requested. 

5. Claims 7-9 were objected to as allegedly being substantial duplicates of 
claim 1 1 Applicants respectfully traverse this objection. 

s pr< ess < luc ph rmaeeut nnpo > 
[emphasis added], whereas claims 7-9 feature chemical compositions per se. Thus 
claims 7-9 cannot properly be considered substantial duplicates of claim 11. 
Reconsideration and withdrawal of this objection are respectfully requested. 

6. Claims 12-13 were objected to as allegedly being substantial duplicates 
of claim. 34. Applicants respectfully traverse this objection. 

Claim 12 features a process for producing a pharmaceutical composition for 
treating an autoimmune disease wherein the autoimmune disease is generated by a 
failure in the production of IL-4 by Th2 cells. 

Claim 1 3 features a process for producing a pharmaceutical composition for 
treating as autoimmune disease wherein the autoimmune disease is generated by a 
failure in IL-4 production connected with a deficiency of T cells with sub-type HSA", 
CD4"CD8"or CD4 + CD8; CD44\ TCR-aP' 1 , Vp8\ NK1.1 + . 

Claim 14 features a process for producing a pharmaceutical composition for 
treating an autoimmune disease wherein the autoimmune disease is insulin-dependent 
diabetes meilitus. 

These claims are not substantial duplicates. For example, depending on 
etiology, certain considerations might arise due to dependence of composition on the 
maimer used to produce it. A specific process might for example result in added 
sugar, a characteristic that one might want to avoid for treating diabetes meilitus. TO 
give: a specific example, claim 11, .from which each of these claims depends, features a 
pharmaceutical!}' acceptable vehicle or diluent. The vehicle or diluent mixed according 



7 



to claim 1 1 might be acceptable where failure in IL-4 production is connected with a 
deficiency of T cells with sub-type HSA", CD4TWor CD4+CD8', CD44 + S TCR-ap 4 , 
Vp8 + , NK1.I', (claim 13) but might not be acceptable where disease is insulin- 
dependent diabetes mellitus (claim 14). Thus each of claims 12 and 13 cannot properly 
be considered substantial duplicates of claim 14. Reconsideration and withdrawal of 
this: objection are respectfully requested. 

Rejection under 35 U.S.C. §112, first paragraph - enablement 

Claims 2-4, 6-15 and 17-19 were rejected under 35 U.S.C. §112 as allegedly 
lacking enablement. The Office Action acknowledged that the specification was 
enabling for treating diabetes mellitus, pharmaceutical compositions, or a process for 
producing pharmaceutical compositions comprising T-cells incubated with 11,-7, 
wherein the T-cells are thymocytes. Claims 7, 11 and 17 are amended above to 
include autoimmune diseases that arise from failure of immunoregulation by CD4' f 
cells or failure of production of IL-4. Claims 7, 1 1 and 17 are also amended to recite 
autoimmune diseases related to diminished IL-4 production to correspond to other 
amendments to the claims. In view of these amendments reconsideration and 
withdrawal of this rejection are respectfully requested. 

Rejections under 35 U.S.C. §112, second paragraph 

1, Claims 2-4, 6-15 and 17-19 were rejected as allegedly omitting an 
essential step. The alleged omitted step is "an intended effect on the phenotype or 
function of the T-lymphocytesT However, the Office Action then questions whether 
the claimed method depends on T-lymphocytes acquiring a particular phenotype or 
biological function. The claims are alleged to lack a conclusion step. Applicants 
respectfully traverse this rejection. 

Since claims 7-10 are composition of matter claims with no "steps" recited, 
this rejection cannot properly be said to be applicable with reference to omitted steps. 
With respect to this rejection in general, Applicants respectfully submit that their 
experiments show the effect of incubating lymphocytes in the presence of IL-7 gives 
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desired results. Knowledge of which specific characteristics stemming from such 
incubation is not essential to practicing the invention. 

Claims rightfully are not required to recite all effects of a particular claimed 
action. The precise mechanism need not be known to achieve the preset invention. If 
the mechanism does not have to be known, it would be improper to require recitation 
in the claims. Reconsideration and withdrawal of this rejection are respectfully 
requested. 

2. Claims 3, 9 and 13 were alleged to be unclear in reciting the phrase 
"quantitative and functional deficiency". Applicants have amended the claims to 
obviate this rejection. Reconsideration and withdrawal of this rejection are 
respectfully requested. 

3. Claim 4 was alleged to be indefinite with respect to a "mechanism" as 
a disease. Claim 4 is amended to obviate this rejection. Reconsideration and 
withdrawal of this rejection are respectfully requested. 

Rejections under 35 U.S.C. §102 

1. Claims 2-4, 15 and 17 were rejected under 35 U.S.C. § 102(e) over 
Grabstein. Applicants respectfully submit that the claims as amended above feature 
an end point of increased IL-4 production. Nowhere does Grabstein teach or require 
such an effect or result, Stimulating an immune response by monocytes/macrophages 
does not necessarily meet all the limitations of the present claims Since the claim 
amendments now distinguish over the cited reference, the rejection is obviated. 
Reconsideration and withdrawal of this rejection are respectfully requested. 

2. Claims 2-4, 15 and 17 were rejected under 35 U.S.C. §102 over 
Williams. Applicants respectfully submit that the claims as amended above feature an 
end point of increased IL-4 production. Nowhere does Williams teach or require such 
an effect or result. Affecting platelet production does not necessarily meet all the 
limitations of the present claims. Since the claim amendments now distinguish over 
the cited reference, the rejection is obviated. Reconsideration and withdrawal of this 
rejection are respectfully requested. 
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Rejection under 35 U.S.C. §103 

Claims 2, 3, 6-15 and 17-19 were rejected under 35 U.S.C. §103 over Gombert 
in view of Jicha. Applicants respectfully traverse this rejection. The Gombert 
reference is not properly cited as prior art against the present application. Applicants 
attach a copy of the International Search Report indicating that Gombert is published 
after the claimed priority date. See page 3, the"P,X" notation for the third reference. 
Because of this, this reference is not properly cited in a prior art rejection, for example 
under 35 U.S.C. § 102(b). 

Furthermore, both Marc Gombert and Andre Herbelin are authors of the cited 
reference and inventors listed on die present patent application. Applicants 
respectfully submit that citation of Gombert as a 35 U.S.C. § 102(a) reference is 
improper as the reference is not evidence of invention by another. For at least these 
reasons, Applicants respectfully submit that the rejection under 35 U.S.C. §103 is 
improper, Reconsideration and withdrawal of this rejection are respectfully requested. 

Obviousness-type double patenting rejection 

1 and 2. Applicants acknowledge the obviousness-type double patenting 
rejections. However, since the present application has no indicated allowable subject 
matter, it would be premature to require a terminal disclaimer when other actions, for 
example an amendment to the claims that would invoke 35 U.S.C. §121, might 
obviate the requirement. Applicants will consider amendment or filing a terminal 
disclaimer when allowable subject matter is indicated. 

Added claims 

Claims 20 and 21 are added. These claims are similar to claim 17 but do not 
feature administration of IL-7. They feature administration of JL-7 treated cells, one 
of the alternatives recited in claim 17. Applicants respectfully submit that none of the 
applied references teach these limitations. 
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Conclusion 

In. view of the c i 1 tits and remarks Applk fully request 

reconsideration and withdrawal of all pending objections and rejections. Applicants 
respectfully submit that the application is now in condition for allowance and request 
prompt issuance of a Notice of Allowance. Should the Examiner believe that 
anything further is desirable that might put the application in even better condition for 
allowance, the Examiner is requested to contact the undersigned at the telephone 
number listed below. 

Fees 

No fees not otherwise provided for are believed to be necessitated by the 
instant response. However, should this be in error, authorization is hereby given to 
charge Deposit Account No. 18-1982 for any underpayment, or to credit any 
overpayments. 



Respectfully submitted, 

Oe.org S j-uKS,Reg, No. 38,508 
Attorney for Applicants 



Patent Department 
Route #202-206 / P.O. Box 6S00 
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